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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 11 May 2010 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-73 is/are pending in the application. 

4a) Of the above claim(s) 20-25,30-32,34,35,40,41.67 and 70-73 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E] Claim(s) 1-19.26-29.33.36-39.42-66.68 and 69 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) D Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 

'TOL-326 (Rev. 08-06) Office Action Summary Part of Paper No./Mail Date 20100802 
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DETAILED ACTION 

Claims 1-19, 26-29, 33, 36-39, 42-66, 68 & 69 are considered as they read on 
the elected species. 

Claim Rejections - 35 USC §112 

The rejection under 35 U.S.C. 112, second paragraph, has been overcome by 
applicant's amendment and argument. 

Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-19, 26-29, 33, 36-39, 42-66, 68 & 69 remain rejected under 35 U.S.C. 
103(a) as being unpatentable over Shabram etal (5837520) in view of Boey er et 
al(5385837). 

Claims 1-19, 26-29, 33, 36-39, 42-66, 68 & 69 are considered as they read on 
the elected species. 

Applicant's arguments filed 5/1 1/2010 have been fully considered but they are 
not persuasive. The claims remain rejected for the reasons of record set forth below. 
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Regarding applicant's amended claims- generally, differences in concentration or 
temperature will not support the patentability of subject matter encompassed by the 
prior art unless there is evidence indicating such concentration or temperature is critical. 

"[W]here the general conditions of a claim are disclosed in the prior art, it is not 
inventive to discover the optimum or workable ranges by routine experimentation." In re 
Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955) (Claimed process which 
was performed at a temperature between 40°C and 80°C and an acid concentration 
between 25% and 70% was held to be prima facie obvious over a reference process 
which differed from the claims only in that the reference process was performed at a 
temperature of 100°C and an acid concentration of 10%.); >see also Peterson, 315 F.3d 
at 1330, 65 USPQ2d at 1382 ("The normal desire of scientists or artisans to improve 
upon what is already generally known provides the motivation to determine where in a 
disclosed set of percentage ranges is the optimum combination of percentages. ");< ** In 
re Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 1969) (Claimed elastomeric 
polyurethanes which fell within the broad scope of the references were held to be 
unpatentable thereover because, among other reasons, there was no evidence of the 
criticality of the claimed ranges of molecular weight or molar proportions.). For more 
recent cases applying this principle, see Merck & Co. Inc. v. Biocraft Laboratories Inc., 
874 F.2d 804, 10 USPQ2d 1843 (Fed. Cir.), cert, denied, 493 U.S. 975 (1989); In re 
Kulling, 897 F.2d 1147, 14 USPQ2d 1056 (Fed. Cir. 1990); and In re Geisler, 116 F.3d 
1465, 43 USPQ2d 1362 (Fed. Cir. 1997). 
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In response to applicant's arguments against the references individually, one 
cannot show nonobviousness by attacking references individually where the rejections 
are based on combinations of references. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 
1986). 

In response to applicant's argument that there is no teaching, suggestion, or 
motivation to combine the references, the examiner recognizes that obviousness may 
be established by combining or modifying the teachings of the prior art to produce the 
claimed invention where there is some teaching, suggestion, or motivation to do so 
found either in the references themselves or in the knowledge generally available to 
one of ordinary skill in the art. See In re Fine, 837 F.2d 1 071 , 5 USPQ2d 1 596 (Fed. 
Cir. 1988), In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992), and KSR 
International Co. v. Teleflex, Inc., 550 U.S. 398, 82 USPQ2d 1385 (2007). Applicant 
would appear to suggest that the references teach away from the claimed invention 
because they don't explicitly teach the claimed steps however as applicant's invention is 
the purification of a well characterized substance (adenovirus particles) using a 
technique notoriously old and well known for isolate that substance and like substances 
(serial chromatography) which utilizes specific media which are old and well known to 
one of ordinary skill in the art (DEAE & dye affinity) the claimed invention can not be 
considered unobvious. 

Applicant's arguments have been considered however a showing to overcome a 
prima facie case of obviousness must be clear and convincing( In re Lohr et al. 137 
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USPQ 548) as well as commensurate in scope with the claimed subject matter ( In re 
Lindner 173 USPQ 356; In re Hyson, 172 USPQ 399 and In re Boesch et al., 205 USPQ 
215 (CCPA 1980). 

In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
1971). 

Shabram teaches a two step adenovirus purifcation process wherein a virus 
preparation is added to a DEAE column, retained on said column, eluted from said 
column and then the resulting virus preparation which has been eluted is applied to a 
second type of chromatographic medium to further purify the virus. It is notoriously old 
and well known in the art of protein or virus or even adenovirus purification to use serial 
chromatographic techniques which use different (or even redundant) mediums in order 
to purify the protein or virus- Applicant would not appear to dispute this. 

Shabram differs from the claimed invention because Shabran does not teach 
using dye affinity chromatography for the second step of their process. However at the 
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time the invention was made it would have been obvious to one of ordinary skill in the 
art to combine any known chromatographic medium in a serial technique to purify 
adenoviruses because the prior art clearly motivates one to use whatever known 
purification techniques are in the art to achieve the greatest purity possible. Further, 
Shabram teaches using two techniques in their second step which are boh closely 
analogous to dye affinity, i.e. metal affinity and hydrophobic interaction. 

Specifically, it would have been obvious to use commercially available and 
notoriously old and well known dye affinity chromatographic medium, particularly 
sepharasoe blue, or more particularly BioSpera Blue Trisacyl, because they are 
commercially available medium which are known to be useful for proteinaceous 
substance separations and are known to be work differently than anion exchange 
columns and as such would meet the criteria for adenovirus purification used in 
Shabram (and well known in the art). 

More specifically, it would be obvious to use an anion exchange step followed by 
a dye affinity step because Boyer et al teaches that a DEAE-blue affinity dye protocol 
has been successfully used to purify other proteinaceous materials (Example 3) from a 
complex biological mixture. 

Accordingly, the claimed invention was prima facie obvious to one of ordinary 
skill in the art at the time the invention was made especially in the absence of evidence 
to the contrary because the prior art has previously combined chromatographic 
techniques in series to purify adenovirus and the specific AE-dye series has been 
successfully used to purify other proteinaceous materials. 
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Applicant is directed to pages 12-13 of KSR v Teleflex (500 US 398 2007) "... 
the Court has held that a "patent for a combination which only unites old elements with 
no change intheir respective functions . . . obviously withdraws what is already known 
into the field of its monopoly and diminishes the resources available to skillful men." 
Great Atlantic & Pacific Tea Co. v. Supermarket Equipment Corp., 340 U. S. 147, 152 
(1950). This is a principal reason for declining to allow patents for what is obvious. The 
combination of familiar elements according to known methods is likely to be obvious 
when it does no more than yield predictable results." "When a work is available in one 
field of endeavor, design incentives and other market forces can prompt variations of it, 
either in the same field or a different one(emphasis added). If a person of ordinary 
skill can implement a predictable variation, §103 likely bars its patentability. For the 
same reason, if a technique has been used to improve one device, and a person of 
ordinary skill in the art would recognize that it would improve similar devices in the same 
way, using the technique is obvious unless its actual application is beyond his or her 
skill." Clearly in the instant case the substitution of dye affinity mediumfor the metal 
affinity or hydrophobic interaction media in the second chromatographic step of 
Shabram would have been obvious at the time the invention was made. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leon B. Lankford whose telephone number is 571-272- 
0917. The examiner can normally be reached on Mon-Fri 8:30-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Wityshyn can be reached on 571-272-0926. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 
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